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1 . I, Richard H. Epstein, MD, am a Professor of Anesthesiology at Jefferson Medical 
College of Thomas Jefferson University Hospital, the assignee of the above patent 
application for the above-identified invention. I have been a faculty member in the 
Department of Anesthesiology at Jefferson Medical College for 21 years. 

2. I have no economic interest in the invention nor in any patent granted thereon. 

3. A true and correct copy of my Curriculum Vitae showing my Educational 
Background, Fellowship Appointments, Postgraduate Training, Faculty Appointments, 
Hospital and Administrative Appointments, Specialty Certifications, Licensure, Awards, 
Honors and Memberships in Honorary Societies, Memberships in Professional and 
Scientific Societies, Academic Committees, Major Teaching and Clinical 
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Responsibilities, Funded Research, Invitational Lectures, Bibliography, Abstracts, 
Editorials, Reviews and Chapters, and other contributions is attached hereto. 

4. I have extensive experience over 25 years in administering anesthesia during 
medical procedures and in using anesthesia devices. Additionally, I have authored or co- 
authored many professional articles dealing with anesthesia and patient care, as are listed 
in my Curriculum Vitae. 

I believe that I am qualified as an expert in the field of anesthesia methods and 
devices for patient treatment. 

5. I am familiar with the invention of this patent application, including amended 
claim 1 attached hereto. I am also familiar with endotracheal intubation devices of the 
types referred to in the following patents/patent applications: 

Christopher Pub. No. U.S. 2002/0 10861 OA 
Greenberg U.S. patent No. 5,976,072 

6. In both Christopher and Greenberg, as with all endotracheal intubation devices, 
the intubation tube extends well into the trachea, which creates tracheal stimulation, well 
below the location of the epiglottis. A laryngeal mask, as depicted in Fig. 10, for 
example, of Christopher, engages and stimulates the laryngeal inlet and the epiglottis. 
These systems are intended for use with a deep level of anesthesia, for substantial 
operations in which the patient is intended to be deeply anesthetized and during which, in 
many cases, mechanical ventilation is provided. 

7. The device of the present invention of this application is for an entirely different 
purpose. It is for use where deep anesthetization is neither necessary nor desirable and 
where the patient always breathes by himself, where treatment is on an ongoing basis. 
For example, when a patient, often a child, is to receive periodic radiation treatment for 
treatment of a malignancy, each of short duration, but repeated over a substantial period 
of time, it would be highly undesirable to subject the patient to repeated tracheal or 
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laryngeal stimulations. Indeed, repeated stimulation itself can cause damage to the 
patient. 

Thus, where a light level of anesthesia is to be used on a patient, especially on a 
repeated basis, such as during radiation treatment, repeated tracheal or laryngeal 
stimulation of the patient is not at all desirable. 

8. The present invention, which is directed to a device for insertion into the mouth of 
a patient above and spaced from the epiglottis, avoids such tracheal and laryngeal 
stimulation, while allowing the administration of sufficient anesthesia, while 
simultaneously monitoring the patient and providing a source of oxygen, to perform the 
radiation treatments without causing damage to the patient through such stimulation. 

The present invention has nothing to do with tracheal intubation, as do 
Christopher and Greenberg. 

9. In my opinion, it would not be obvious to one skilled in the anesthesia method 
and device art to use any of the devices of the Christopher and/or Greenberg types for 
insertion into the mouth of a patient above and spaced from the epiglottis while the 
allowing the administration of sufficient anesthesia to perform radiation and like 
treatments, where repeated treatments are necessary, potentially causing damage to the 
patient through tracheal or laryngeal stimulation. In fact, the disclosures of Christopher 
and Greenberg actually teach away from any suggestion of arriving at a device as is set 
forth in amended claim 1 attached hereto. Moreover, in my opinion, it would not be 
obvious to modify the devices of Christopher or Greenberg to be sized so as to meet the 
requirements of claim 1 attached hereto. In fact, if one were to seek to shorten the 
devices of Christopher or Greenberg, in order to try to achieve the benefits of the present 
invention as set forth in claim 1 attached hereto, the devices of Christopher and 
Greenberg would not function in accordance with the needs of Christopher or Greenberg; 
which are allowing for a deep level of anesthetization of the patient, so that the patient 
will remain immobile while invasive procedures and/or operations are being carried out. 
That is, without having the deeper endotracheal intubation that is inherent with the 
devices of Christopher and Greenberg, the necessary deeper level of anesthetization 
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required for inserting tubes through those devices down into the trachea would not be 
possible. (See the illustration of the various conducting passages set forth in the 
photocopy of the conducting passages of a trachea, attached hereto.) 

10. Also, in the device of the present invention, the feature of having a permanent 
additional conduit for suctioning is highly desirable. Based upon my experience treating 
pediatric patients, during radiation treatment, the medical personnel are necessarily 
located remote from the patient, in a separate room, due to the intense levels of ionizing 
radiation produced. However, in devices of the Christopher type as described on page 3, 
paragraph 0039, an anesthesiologist must be in immediate contact with the patient and 
additional lumens or catheters can be inserted down existing ducts. Such is quite 
different than having a conduit for the express purpose of suctioning, that can be used 
when the treating physician is remotely located from the patient and unable to access the 
patient airway during the course of the radiation treatment. Christopher is not suitable for 
maintaining an airway without intubating, or to stay in place if the patient is not being 
directly attended by someone close to the patient. 

11. I have observed others using devices made in accordance with this invention. 
From taking care of pediatric patients requiring daily anesthetics to allow administration 
of radiation for malignant lesions, I am personally aware of the problem of cumulative 
trauma to the upper airway from repeated insertions of a laryngeal mask airway. Such a 
device frequently causes abrasions to the pharyngeal structures, resulting in bleeding and 
subsequent sore throats. The device described in this patent application identified above 
would very likely greatly reduce the incidents of such problems, as insertion of an oral 
airway rarely results in any trauma. For this reason, availability of such a device, which 
is not likely to be realized without patent protection, would represent a significant 
improvement to patient care and safety. In my opinion, based upon my personal 
experience, there has been a need for such a device, for a long time, but, based upon my 
experience, that need has been unfulfilled until the development of the present invention. 
While I have used other devices, many of the type of Christopher and/or Greenberg, such 
have not met the needs that are addressed by the present invention, where a light level of 
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anesthesia is desired without invading and stimulating the trachea or larynx where 
repeated anesthetizations are necessary, such as, with patients who are undergoing 
repeated radiation or the like. Other devices that are available fail to meet this need that 
is met by the present invention. 



I hereby declare that all statements made herein of my own knowledge are true and that 
all statements made on information and belief are believed to be true; and further that 
these statements were made with the knowledge that willful false statements and the like 
so made are punishable by fine or imprisonment, or both, under §1001 of Title 18 of the 
United States Code and that such willful false statements may jeopardize the validity of 
the application or any patent issued thereon. 



11/10/2006 




Date 



Richard H. Epstein, M.D. 
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Alternative Media : (Other non-peer reviewed contributions to alternative 
communication formats, such as instructional audio or video tapes, articles in the lay 
press, educational material via Internet, etc.) 



Educational, Clinical, and Research Software 

1 . PK-SIM Pharmacokinetic simulation program to teach 

concepts of applied pharmacokinetics as applied to 
the practice of anesthesiology. 



2. Automated BIS Consultant 



3. Merlin 

4. Twitcher™ 

5. JeffSprint™ 

6. JeffStaff™ 

7. CalculatOR" 



Program interfaced with physiologic patient 
monitors to teach how to adjust anesthetic drug 
concentrations based on the Bispectral Index, a 
measure of anesthetic depth 

Real-time data collection program to facilitate 
collection of hemodynamic data from HP patient 
monitors for anesthesia research studies 

Real-time data collection program used for 
neuromuscular blocking agent research studies 

Electronic medical record for preoparative 
assessments in the Patient Testing Center at Thomas 
Jefferson University Hospital 

Companion program to ORSOS patient scheduling 
system developed for TJUH to enter anesthesia staff 
information on the daily OR schedule 

Software for optimization or surgical allocations 
and operating room staffing 



Claim 1 (Currently Amended) An oropharyngeal device for maintaining a patient 

airway without requiring endotracheal intubation, a laryngeal mask or a cuffed airway, 
wherein the device is adapted for insertion through the mouth of a patient and with one 
end into the mouth pharynx of a patient above and spaced from the epiglottis of the 
patient and which allows an administering anesthesiologist to be distant from the patient 
during use, comprising: 

a. a body having a distal end and a proximal end, the body sized such 
that when the distal end of the body is inserted into the mouth of the patient until 
the proximal end is disposed outside and adjacent to the patient's mouth, the distal 
end is disposed within the pharynx above the epiglottis and at a distance from the 
epiglottis; 

b. at least one channel forming at least one airway in the device body 
extending between the proximal end and the distal end of the device body 3 with 
the channel have a proximate end and a distal end and with the channel sized to 
comprise means whereby the distal end is disposed within the pharynx above the 
epiglottis and at a distance from the epiglottis ; 

c. at least one first conduit in the device body for conveying an 
inhalant gas to the patient that extends from the proximal end to the distal end of 
the device body and with said at least one first conduit including connection 
means at a proximal end of the device for providing inhalant gas, with the at least 
one first conduit having a proximal end and a distal end and with the at least one 
first conduit sized to comprise means whereby its distal end is disposed within the 
pharynx above the epiglottis and at a distance from the epiglottis: 

d. at least one second conduit for suctioning that extends from the 
proximal end to the distal end of the device body and with said at least one second 
conduit including connection means at a proximal end of the device for 
suctioning, with the at least one second conduit having a proximal end and a distal 
end and with the at least one second conduit sized to comprise means whereby its 
distal end is disposed within the pharynx above the epiglottis and at a distance 
from the epiglottis : and 



e. at least one third conduit for sampling gas exhaled by the patient 
that extends from the proximal end of the device body and terminates at a position 
in the channel and with said at least one third conduit including connection means 
at a proximal end of the device for withdrawing sampling gas, with the at least 
one third conduit having a proximal end and a distal end and with the at least one 
third conduit sized to comprise means whereby its distal end is disposed above the 
epiglottis and at a distance from the epiglottis: 

f. whereby the sizing of the device and its channel and conduits to 
terminate above the epiglottis and at a distance from the epiglottis avoids 

, manipulation of the larynx and subglottic structures during use: and 

g. wherein the first, second and third conduits comprise means 
whereby administration of inhalent gas, suctioning and the sampling of gas 
exhaled by the patient may take place simultaneously through separate conduits. 
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Trachea 
(IPA: 

rtreikia])i s 

a common 

biological 

term for an 

airway 

through 

which 

respiratory 

air 

transport 
takes place 
in 

organisms. 
In 

terrestrial 
vertebrates, 
such as 
birds and 
humans, the 
trachea lets 
air move 
from the 
throat to 
the lungs. 
In 

terrestrial 
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Laryngoscopic view of interior of larynx. (Trachea labeled at bottom.) 
Gray's subject #237 1084 (hup: //education. yahoo. com/ reference/ gray/ subjects/ subject?id—237#pl084) 
MeSH Trachea f http://wwiv. nlm. nih.gov/cgi/mesh/2006/ MB_cgi?mode=&term= Trachea ) 



invertebrates, such as onychophorans and insects, tracheae conduct air from outside the organism directly to 
all internal tissues. 
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